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A1 

Section 6: Track 3 Specific Information, from Information for Manufacturers Seeking 
Marketing Clearance of Diagnostic Ultrasound Systems and Transducers, U.S. 
Department of Health and Human Services, Food and Drug Administration, Center for Devices 
and Radiological Health (September 30, 1997). 
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Section Seven: Protection Against Excessive Temperatures and Other Safety Hazards, from 
Medical electrical equipment - Part 2-37: Particular requirements for the safety of 
ultrasonic medical diagnostic and monitoring equipment, IEC 60601-2-37, first ed p 23 
(July 2001). 
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